United States Patent

US009511033B2

(12) (10) Patent No.: US 9,511,033 B2
Myers et al. 45) Date of Patent: *Dec. 6,2016
(54) SUBLINGUAL AND BUCCAL FILM 4,457,933 A 7/1984 Gordon et al.
COMPOSITIONS 4,582,835 A 4/1986 Lewis et al.
5,223,507 A 6/1993 Dappen et al.
; . 5,225417 A 7/1993 Dappen et al.
(71) Applicant: MonoSoel Rx, LL.C, Warren, NJ (US) 5629011 A $/1997 Ilum
. 5,866,154 A * 2/1999 Bahal et al. .................. 424/423
(72) Inventors: Ga.rry L. Myers, Kingsport, TN (US); 5058962 A 9/1999 Cook
Eric Dadey, Furlong, PA (US) 6,365,596 BL  4/2002 Valenti
. 6,372,755 B2 4/2002 Hanamura et al.
(73) Assignee: MonoSol Rx, LLC, Warren, NJ (US) 8,475,832 B2* 7/2013 Myers et al. .......c........ 424/435
2006/0045869 Al* 3/2006 Meezan et al. . .
(*) Notice: Subject to any disclaimer, the term of this 2007/0059346 Al1* 3/2007 Maibach .........
patent is extended or adjusted under 35 2011/0033542 Al*  2/2011 Myersetal. ..o, 424/484
U.S.C. 154(b) by 0 days.
. . . . . FOREIGN PATENT DOCUMENTS
This patent is subject to a terminal dis-
claimer. EP 0880352 Bl  12/1998
EP 0913152 B1 5/1999
(21) Appl. No.: 14/196,082 EP 1750675 BL  2/2007
Jp 2007/304673 A1 11/2007
. WO 97/13775 Al 4/1997
(22) Filed:  Mar. 4, 2014 WO 97/22606 Al 6/1997
WO 97/33566 A2 9/1997
(65) Prior Publication Data
US 2014/0271789 Al Sep. 18, 2014 OTHER PUBLICATIONS
Related U.S. Application Data John C. Kotz & Keith F. Purcell, Chemistry & Chemical Reactivity
. . L 711 (Saunders College Publishing 1991) (1987).*
(63) Continuation of application No. 13/842,543, filed on Barkman et al, Farmaceutisk Revy, 58(10)181-189 (1959).
Mar. 15, 2013, now abandoned. Abbott et al, Analyst, 111:635-640 (1986).
Chemical Stability of Pharmaceuticals, 2nd Edition, Chapter 5, pp.
(51) Imt. CL 82-114 (1986).
A61K 9/70 (2006.01) Yeh et al, Journal of Pharmaceutical Sciences 50:35-42 (1961).
AG6IK 31/485 (2006.01)
AG6IK 9/00 (2006.01) * cited by examiner
AG6IK 47/18 (2006.01)
AG6IK 45/06 (2006.01)
A61K 31/00 (2006.01) Primary Examiner — Sean Basquill
(52) US. ClL 74) Attorney, Agent, or Firm — Hoffmann & Baron, LLP
Y, AL
CPC ....cccue. AG6IK 9/7007 (2013.01); A61K 9/006
(2013.01); A61K 31/00 (2013.01); A61K
31/485 (2013.01); A61K 45/06 (2013.01); (57) ABSTRACT
AG6IK 47/183 (2013.01)
(58) TField of Classification Search The present invention relates to products and methods for
CPC .. A61K 9/006; A61K 31/439; A61K 31/407; treatment of various symptoms in a patient, including treat-
A61K 9/7007; A61K 31/485; A61K 47/183; ment of pain suffered by a patient. The invention more
A61K 45/06; A61K 31/00; A61K 2300/00 particularly relates to self-supporting dosage forms which
See application file for complete search history. provide an active agent while providing sufficient buccal
. adhesion of the dosage form. Further, the present invention
(56) References Cited provides a dosage form which is useful in reducing the

U.S. PATENT DOCUMENTS

3,493,657 A 2/1970 Mozes Juda Lewenstein
4,366,159 A 12/1982 Magruder

likelihood of diversion abuse of the active agent.

26 Claims, 1 Drawing Sheet



